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Background nf m Q | nvnn tinn 

100031 ^ de9enefa,ion ~W with age and drusen is the 
leading cause of severe .sua, acuity ioss in the United States and Western 

Nndness. The findings indude drusen, retina, pigment epithelial (RPE) 
dsturbance - including pigment clumping and/or dropout, RPE ^ 

these manifestations are needed for AMD to be considered present The 
prevalenceof persons * o P hma, m oscopi ra ,, y „ photographically identified 
drusen incases with age, and most definitions of AMD include drus 

-ion.oss.ltisrather.theassooa.ionofd.sen with the vision-threatening 
-esionsofA M D,i.e.,geographica fr ophy, R PEde te chr^,andsu tre «ina, 

-hough ^^..^ 

cnoroida, revascularization, no batmen, has been shown to he of benefit to 
the majority of people who have AMD. The cause of macular degeneration is 



unknown. 



10004, R ecen,. y , attenfion has been focused on the possible involvement 
of various minerals in retina, disease. Zinc has received Ocular notice in 
•his regard due to the obsenration of high concentrations of zinc in ocular tissues 
Particular* the retina, pigment epithelium and choroid. Zinc is an important 
micronutnen, that p,avs an essentia. ro.e in human growth and funcUon. Zinc is 
necessary for the activity of over a hundred enzymes, including carbonic 
anhydrase, superoxide dismutase and a,ka,ine phosphatase. Zinc acts as a 
cofactor for numerous metal.oenzymes, indudi^ r eti TO , dehydrogenase and 
catalase. Zinc also is a cofactor in the synthesis of extracelluiar matrix 
-ecu.es, is essentia, force., membrane stability, is needed for norma, immune 
function, ,s associated with melanin and is taken up in a fad,«a,ed manner by the 
retina, pigment ep,he.ium. Despite the evidence sup^ng fte notion tha, anc 
must be essentia, to the metabolism o, the retinochoroida, complex. re,a«ve.y 
l«le .s known of its rote in the maintenance of norma, eye function. 
(OOOtq Toxicity from free radicals and oxidizers has a.so generated 
signflcan, interest with regard to macu,ar degeneration and the progress*, 
•hereof. Circumstantial evidence indicates tha. protecUon against phototoxicity 
and oxidizers, such as would be provided by artfoxidants, could s,ow the onset 
and progression of age-related macular degeneration as we,, as cataracts „a 



t-atmen, modality could slow down the progression of macular degeneration 
and/or carets, i, would have a tremendous impact on the number of individuals 
who suffer from such problems due to the fact that such problems generally 
occur at significantly more advanced ages. 

10006] Accordingly, a need still exists in the art ,o provide methods and 
compositions for the treatment of macular degeneration and/or cataracts in me 
absence of surgery. 

Summary of the Im/cmj n,.- 

[0007] The present invention is a nutritional or dieta* supplement 
composition for ^ministration to humans or other animals tha, strangle and 
promotes retinal health through the prevention, stabilfcation, reversal and/or 
treatment of visual acuity loss in people with particular ocular diseases The 
present nutritional or dfctary supplement composition may a,so be administered 
to prevent, stabilize, reverse and/or treat cataract deveiopment. The present 
nutritional or dietary suppiement composition preferably comprises an effective 
amount of specific antioxidants and high-dosage zinc to decrease visual acuity 
loss. Visual acuity loss Is decreased through the use of the present composition 
by reducing the ns k of developing late stage or advanced age-related macular 
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degeneration in persons with eariy age-re.a.ed macular degeneration. The 
present composition may likewise reduce the risk of visua, acuity loss associated 
with the development of cataracts. 

K>o°e] The present invention likewise provides a method of treating a 
human or other animal by administering a nutrftiona, or dietary supplement 
composition comprising an effec«ve amount of specific antioxidants and high- 
dosage zinc to decrease visua. acuity loss. The practee o, this invention 
■nvolves supplementing the die, « humans or animals by orai, intraperitoneal 
intravenous, subcutaneous, transcutaneous or intramuscular routes of 
administration with the subject antioxidant and high^osage zinc formulation. 
10009] The present invention likewise provides a method of manufacturing 
a nutritional or dtetary supplement composition comprising an effete amount of 
specific antioxidants and high-dosage zinc to decrease visual acuity loss. 
[0010] Accordingly, i, is an object of the present invention to provide a 
nuwtiona, or dietery supplement composition effective in the prevenBon 
stabilization, reversal and/or treatment of macular degeneration anoVor visua, 
acuity loss. 

1001 1] Another object of the present invention is to provide a safe 
nutrilona, or dietary supplement compos«ion for the prevention, station 
reversal andtor treatment of macular degeneration and/or visua. acuity loss 



100121 Another object of the present invention is to provide an effective 
method of preventing, sizing, reversing and/or treating macufc- degeneration 
and/or visual acuity loss. 

100131 **** ° bjeCt * ,he i"ven«on is to provide a safe method 
of preventing, staging, reversing and,or treating macuiar degeneraHon and,or 
visual acuity loss. 

manufacturing a safe nutritional or dietary suppiemen, composition for the 
prevention, stabfetion, reverse, and/or trea^ntofmacuiar degeneration 
and/or visual acuity loss. 

100151 Stm another object of me present invention is to provide a method 
of manufacturing a nutritiona, or dietary suppiemen, composition effective in the 
prevention, station, reverse, and/or treatment of macuiar degeneration and, 
or visual acuity loss. 

[OOiq These and other objectives end advantages of the present 
invention, some of which are specific^ described and others that are not wi,l 
become apparent from the detailed description and ctaims that fot.ow 
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Detailed Description - 

P»17] The following detailed description is provided to enable any person 
skilled in the art to which the present invention pertains to make and use the 
same, and sets forth the best mode contemplated by the inventors of carrying out 
the subject invention. 

[0018J The preferred nutritional or dietary supplement composition of the 
present invention is a formulation of five essential ingredients preferably in 
quantities not less than those set forth below in Table 1, to be ingested daily. 

TABLE 1 

Composition Daily Dosana 

Ascorbic acid 450 milligrams (mg) 

dl-alpha tocopheryl acetate 400 international units (IU) 

beta-carotene 172mg 

2incoxide 68 mg 

cupric oxide 16mg 



10019] The subject composition is formulated to provide the above-listed 
essential ingredients at preferably not less than the daily dosage amounts 
specified above. This particular formulation of me subject composition has 




unexpectedly been shown in a Reenter prospecBve shidy of 4,757 persons, 
sponsored by ,he National Eye Institute of the Nationa. Institutes of Health, to 
provide a greater protective effect on the health of eyes than that achieved 
through the administration of a placebo, the antioxidant ingredients or the 
zinc/copper ingredients independent*. The subject composition is preferably 
provided for ora. administra«on in the form of lacquered tablets, unlacquered 
tablets, caplets or capsules. For purposes of simplicity only , throughout the 
remainder of this detailed description lacquered tablets, unlacquered tablets 
caplets and capsules will each be referred to as simply -.abiets" without 
distinction in form or function therebetween. 

^ Th6 «"*"«' dosa 9* - the subject composition as specified 
above may be administered in the form of two or more tablets. Most preferably 
the daily dosage of me subject composition is provided in me form of one table, 
taken twice daily, for a total of two tablets a day, or in the form of two tablets 
taken twice daily, for a total of four tablets a day. Compared to taking the total 
daily dose once a day, twice daily dosing of half the total daily dose in one or 
more tablets per dose provides improved absorption and better maintenance of 
blood levels of the essential ingredients. According iftwo tablets ofthe 
preferred formulation of the subject composition are to be ingested each day, 
each table, is formulated to preferably provide not tess man approximately 225 
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mg ascorbic add, approximately 200 IU dl-alpha tocopheryl acetate, 
approximately 8.6 mg beta-caro.ene, approximateiy 34 mg zinc oxide and 
approximate* 0.8 mg oupric oxide upon oral adminisfrafion. « four tablets of the 
preferred formulae of the subject composition are to be ingested each day, 
each tablet is formulated to preferably provide no, tesS man approximately 1 12 5 
mg ascorbic acid, approximately ioo IU dl-alpha tocopheryl acetate 
approximately 4.3 mg beta-carotene, approximately 17 mg zinc oxide and 
approximately 0.4 mg cupnc oxide upon oral administration. 
10021] Tablets of me preferred formulation of the subject composition 
contain larger quantities of essenUa, ingredients per .able, man .he minimum 
quantises per table, specified above. The minimum quantifies specified above 
Per tabiet, reflect the minimum amount of each essentia, ingredient to be 
provided upon oral adminitfration through to the date of tablet expiration as se, 
forth on me tablet sale labe,. However, since essenfia, ingredients are subject to 
degradation over time, me tablets must contain larger quantities of essenfia, 
■ngredients to compensate for ingredient degradation. By providing larger 
quantities of essentia, ingredients in each table,, one is ensured mat even with 
■ngredien, degradation, one hundred percen, of me ingredien, amount specified 
on me .able, sale label is provided upon oral administrafion of me tablet through 
•o the specified expiration date of me table,. Another consideration in formulating 



the subject composition is that depending on .he source of the individual 
ingredients, individual ingredient degradation rates may vary. For example, 
depending on the source of beta-carotene, a quantity of approximately 10 
percent to a quantity of approximately 60 percent more bete-carotene may be 
necessary per table, to provide me speeded amount of beto-carotene per table, 
as mat listed on the table, sate label thrown to the expiration date of the product 
Accordingly, .he specific formu,a.ion of the subject composition wil. vary 
depending on me sources of me individual ingredients and me specified length of 
product she. life before expiration. Typically, me product she. life for nutritional 
or dietan, supplements is approximately two to three years. Such ingredient 
overages to compensate for ingredient degradation is reflected in the preferred 
ingredient percemage weigh, per table, information provided below. Tablet 
formulations may also vary somewhat depending on slight deviaBons from 
manufacturing specifications wHhin controlted tolerance ranges as customary 
within the field of art. 

Variations contemplated in administering me subject composition to 
humans or other animals indude, bu, are no, Nmited .0, providing .ime-release 
tabtets or tabfets manufactured ,0 be administered as a single dose or as other 
multipie par. dosages. Addition^, aKernaUve avenues of administration 
besides oral administrafen are con.empla.ed herein such as for exampte, bu. no. 
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Wed «o, intraperitoneal intravenous, subcutaneous, subungual 

quantities specified beiow induding overages to compensate for ingredient 
degradation. For purposes of simpMy only, formations of the subject 
composition are provided below in accordance w*h a four-tabie, ora. daily 
dosage regime as described above. 



m 

fi] [0023] 
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Vitamin C 

Vitamin C is a we., known water-soluble antioxidant. Humans 
depend on externa, sources of vitamin C to meet their vitarnin c requirements 
^ncintbeformofascorbateisfound in the ao.ueous humor of Human eves 

the eyes. Maximum aqueous humor awrh^ 

q numor ascorbate concentration occurs with a blood 

Plasma ascorbate level in the range of approximately 0.3 to 0.5 
milligrams/deciliter (mg/dl). 

WW The U.S. recommended dietary altowance (RDA) for vitamin C in 

•he form of ascorbic aadiseomg. very ,argedai, y doses of v«aminChave 
b een,a te noverman yy ears w -,hnooron,y m inorundesirab,eeffec,,,n,a k esof 
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1 .000 mg or more of vitamin C can be consumed daily v*ou« any known 

Preferabiy a PfTO xima«e,y 450 mg of vfcmin C. According preferably each 

no. less man approximately 1 12.5 m 9 of vitamin C, but more preferably 
~ate,y125mgvi,aminC, in the form o, ascorbic aad. Such a formulae 

providesatotaldaiiydosageofpreferab.ynotlessthanapproxima.efy^omg 
but more preferably approximately 500 mg, and preferably not more than 

appro^matelyeoomgofvitaminc. This daiiy dosage of .^c is e,,^ 

.oapproximateiyZ^Otimesm.ROA.nordertoprov^eapproximate.yll^ 

m 9 o,v te mi„Cper«a W e,approxima,e,y5,o50peroem.b U ,morepreferab,y5 
to 25 percent, but most preferably ap^oximately 10 to 12 or 10.5 percent by 

weightofeachtabiet.in.udingactiveaswe.iasinactiveingredien^^^ 
^percent overage per table, or approximately 22. 5 mg o, addi«onal 
over the shelf life of the tablet. 

Ascorbic acid is the preferred sour* of vitamin C in the subject 

^a^oughomersourcessuchasforexampiesodiumascorbatecouid 
alternatively be used. 
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Vitamin E 

[0026] 



Vitamin E is aiso a well-known antioxidant. Vitamin E can wo* 
Vrfamin E is a relatively nontoxic fat-soluble vitamin. Wtamin E is readily 

•o ingestion. Once ingested, vitamin E is stored v«n the body and can 
contribute to the total body pool of vitamin E for up to one year 
*»*n Tne RDA of vitamin E in the form of dl-alpha tocophery, acetate is 
30 -U. No adverse effects of d,-a,pha,^ acetetetavebeOTobservedat 
levels as high asSOOmg. with LOmgof dMpha tocophe^i acetate beingeo.ua, 
.ol lOofd^lphatooophery, acetate. Preferably each tabte, of a four tablet per 
<ay dosage regime of the subject composition provides no. less than 
appro.ma.efy 100 ,U of v«amin E in the form of dl-alpha tocopherol acetate 
Such a formulation provides a total daily dosage of preferably no, less than 
approximateMOOIU.andpreferabtynotmorethanappro.matelyMOIUof 

times the RDA for vitamin E. Accordingly, vitamin E represents approximately 5 
activeasweilasinactiveingredien^asdescnbedingreaterdetailbelowThis 
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weigh, percentage for dMpha tocophery, acetate may represent up t0 an 
approximate^ percent overage per table, or approximately 30 ,U of 
-ttM dl-a,pha tocopheryi acetate per , ab , eHo ^ ^ 
degradation thereof over the shelf life of the tablet 

K-o»l Di-alpha tocophery, acetate i S the preferred source of vitamin E in 
.he subject tablets although other sources of vfcmin E, such as for exampie 
•nmethv, tocophery, acetate andfor vitemin E succinate, may be used in the 
alternative. 



Beta-Carotene 

("029] Beta-carotene, a preform o, vitamin A, is a lipid-solubie orange 
PSmen, found in many vegetabtes. Beta-canotene is converted ,0 vitamin A in 
frebodywahan efHdencyof approximately SOpercent. „. ROA of vitamin A is 
5.000 ,U. Beta-carotene has one of the highest antioxidant potentials of the 
amioxidan^.oobservedadverseeffectsareob^.edforbeta^roteneat 

■nfarctiona.d an increased riS K of lung cancer among male smo tere has been 
observed in individual who receive 20 mg/day of beta^rotene. Preferably 
each table, o, a four table, per day dosage regime ofthe subject composite 
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provides not less than approximate!* ii^l, 

Pprox,mately 4.3 mg, but more preferably approximately 

m of beta-carotene. Such a formuiatJon provides a tota. daily dosage of 

preferably not tess than approximateiy 17.2 mg, but more preferably 

approbate* 24 mg. o, be^rotene and preferably no, more than 

6,o10«mes,he R 0Aofv a aminA. A p P roxima,e,y4.3mgofbe te -caro,ene 
^sentsapproximatelyo^^percer, bu, more preferably appreximately 0 2 
«°3percen,. bu, most preferabiy approve, 051 percent by weigh, of each 

^udingac,! « as inactive ingre,en,s as desCbed in mere de,ai, 

«~ This we.htpercen.gef^be^rotenemay represent approximately a 

^ ,0 ^ ^ «*• or approximately , , 0 2 . 5 mg of 

^^^^^^^^ 

over ,he shelf life of the tablet. 

Beta^rotene is preferred in the subject composition due to its 

^•^•^^-^.^^^ 

A could likewise be used. 
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Zinc 

[0031) 



Zinc is important in maintaining the health of an eye s retina and is 
an essentia, par. of more than 100 enzymes involved in digestion, metabolism 
reproduction and wound healing. The RDA for zinc is approximately 15 mg In 
one study, 80 mg of zinc was shown to be significantly better man p , aC ebo in 
retarding macular degeneration changes. (Newsome. Arch Ophftalmo, 106 192- 
8. 1988.) Abcu.200mgdosageofancper day, althoughwel, tolerated has 
been shown to have potentia. side effects such as anemia. The anemia 
associated with high dosage zinc intake is attributable to copper deficiency. 
Die. supplementation wHh copper does no, appear to have a deleterious effect on 
z,nc absorption. Accordingly, preferabiy each table, of a four table, per day 
dosage regime of ». subjec, composition provides not less than approximately 
17 mg, bu, more preferably 20 mg, of inc. Such a formulation provides a ,o,a, 
daily dosage of not iess man approximately 68 mg. bu, more preferabiy 80 mg of 
*nc and preferably no, more than approximately 100 mg of zinc. This daily 
dosage of zinc is equivalent to approximately 4 to 7 times me RDA for zinc 
Accordingly, zinc represents approximately 0.8 to 8 percent bu, more preferably 
approximates 0.8 to 4 percent bu most preferabiy 1 .69 peroen, by weigh, of 
each tabiet including active as we,, as Inacive inyedien* as described in more 
de,ai, below. This weigh, percentage for zinc may represent an approximate^ 



16 



# 




fifteen to thirty-five percent overage per tablet or approximately 3 , 0 6 mg of 

add«iona, zinc per tablet to assure potency of me product over .he shelf We of the 
tablet. 

10032, Zinc is preferred in me fom, of zinc oxide in subject tablets due to 
•he fact zinc oxide provides the most concentrated form for elemental zinc and is 
we., tolerated in the digestive system. However, o*er forms of zinc such as for 
example zinc giuconate may alternatively be used or be used in combined wi,h 
zinc oxide in the subject composition. 

Copper 

10033] copper, like zinc, is ano«her important cofactor for meta.loenzymes 
and is a second necessary cofactorfor superoxide dismutase. Two mg is the 
RDA for copper. Accordingly, preferably each table, o, a four table, daily dosage 
regime contains not ,ess than approximately 0.4 mg, bu, more preferably 
approximately 0.5 mg, of copper, jsuch a formulation provides a total daily 
dosage of not less .nan approximaTeTy 1 .6 mg, bu, more preferably approximate* 
2 mg, of copper and preferably no, more man approximately 2.4 mg copper ,o 
el.mina.e or minimize any potenfia. undesirable effects of high dosage zinc 
Accordingly, copper represents approximately 0.02 to 0.2 percent, bu, preferably 
approximately 0.02 ,o 0.1 percen, bu, most preferably approximately 0 04 
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as described in more detail below. This weigh, percentage for copper represents 
approximate* a twenty^ to sixty percent overage per table, or approximateiy 
0.10 to 0.25 mg of addiBonal copper per tabie. t0 ensure product potency over 
the shelf life of the tablet. 

B»34, copper in me form of cupnc oxfcie is preferred in me subject tabMs 
to help prevent zinc induced copper deficiency anemia, aithough other forms of 
copper such as for exampie copper giuconate may aitemativeiy be used or used 
m combination with cupric oxide in me subject composition. 
I003S, omer ingredients beiieved to be of benefit in maintaining eye heaith 
may likewise be added to the nutntaa, or dietary composite of me present 
invention if desired. Such ingredients inciude for exampie bu, are not iimited to 
Mem, zeaxamhine, a,pha,ipoic a.d, phenoiic compounds such as for exampie 
but no, limited ,o oligomer* proamhocyanidins, an»x,cyanosides and 
combinations (hereof as is discussed in more detail below. 

Lutein 

10036, Lutein, like beta^arotene, is a carotenoid. Lutein is one of the 
most abundant carotenoids found in fruits and vegetable. Lutein is also an 
antioxidant found in the retina of healthy eyes. Preferably each tabfc, of a four 
tablet per day dosage regime couid provide approximately 0.25 to 10 mg of lutein 
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for a total daily dosage of approximately 1 to 40 mg depending upon whether 
lutein is used to supplement or substitute beta-carotene and/or zeaxanthine. As 
with beta-carotene, lutein is subject to degradation during periods of storage prior 
to ingestion. Accordingly, larger quantities of lutein are necessary in a tablet than 
the desired daily dosage quantity of lutein to be provided upon ingestion. 

Zeaxanthine 

[0037] Zeaxanthine, like lutein and beta-carotene, is a carotenoid. 
Zeaxanthine is found naturally in fruits and vegetables. Zeaxanthine is also an 
antioxidant found in the retina of healthy eyes. Preferably each tablet of a four 
tablet per day dosage regime could provide approximately 0.01 to 10 mg of 
zeaxanthine for a total daily dosage of approximately 0.04 to 40 mg depending 
upon whether zeaxanthine is used to supplement or substitute beta-carotene 
and/or lutein. As with beta-carotene, zeaxanthine is subject to degradation 
during periods of storage prior to ingestion. Accordingly, larger quantities of 
zeaxanthine are necessary in a tablet than the desired daily dosage quantity of 
zeaxanthine to be provided upon ingestion. 
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Lutein-zeaxanthine 
[0038] Lutein-zeaxanthine raw material combinations achieved 
deliberately, because of normal composition, or through raw material 
contamination may likewise be added to the subject composition as desired. 
Preferred ratios of lutein-zeaxanthine for example include 90 to 99 percent lutein 
and 1 to 10 percent zeaxanthine or 90 to 99 percent zeaxanthine and 1 to 10 
percent lutein. Preferably each tabtet of a four tablet per day dosage regime 
could provide approximately 0.01 to 10 mg of lutein-zeaxanthine for a tota. daily 
dosage of approximately 0.04 to 40 mg depending upon whether lutein- 
zeaxanthine is used to supplement or substitute beta-carotene. 



Alpha-lipoic acid 

W t0039 l Alpha-lipoic acid provides superior antioxidant protection due to the 
M '^'^i'enhancesthepotencyofotheranBoxidantsinthebody. Alpha-lipoic 
acid may be added to the nutritional or dietary supplement composition of me 
present invention if desired. If so desired, preferably each tablet of a four tablet 
per day dosage regime would provide approximately 0.25 to 5 mg of alpha-lipoic 
acid for a total daily dosage of approximately 1 to 20 mg. 
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Phenolic compounds 
[0040] Phenolic compounds such as for example but not limited to 
oligomeric proanthocyanidins are additional useful antioxidants. Oligomeric 
proanthocyanidins are found naturally in grape seeds. Phenolic compounds may 
be added to the nutritional or dietary supplement composition of the present 
invention if desired. If so desired, preferably each tablet of a four tablet per day 
dosage regime would provide approximately 0.25 to 5 mg of phenolic compounds 
for a total daily dosage of approximately 1 to 20 mg. 

Anthocyanosides 

[0041] Anthocyanosides are useful antioxidants found naturally in bilberry 
fruit. Anthocyanosides may be added to the nutritional or dietary supplement 
composition of the present invention if desired. If so desired, preferably each 
tablet of a four tablet per day dosage regime would provide approximately 0.25 to 
5 mg of anthocyanosides for a total daily dosage of approximately 1 to 20 mg. 
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[0042] As noted above, inactive ingredients well known in the art are 
preferably present in the subject tablets to aid in manufacturing the subject 
composition in tablet form. For example, inactive ingredients may include but are 
not limited to binders, lubricants and disintigrants such as for example cellulose, 
gelatin, magnesium stearate, water, vegetable oil, glycerin, beeswax and silica. 
[0043] The unique formulation of essential ingredients of the nutritional or 
dietary supplement composition of the present invention was demonstrated in a 
National Eye Institute (NIH/ADAMHA), multicenter, cohort study of 4,757 
participants, to provide benefit for safe and effective prevention, stabilization, 
reversal and/or treatment of macular degeneration or visual acuity loss. The 
essential ingredients of the subject nutritional or dietary supplement composition, 
considered individually, have been known to provide certain physiological effects. 
However, the subject unique formulation and the effects thereof on eye health 
were not previously known. 

[0044] A safe and effective method of preventing, stabilizing, reversing 
and/or treating macular degeneration or visual acuity loss by reducing the risk of 
developing late stage or advanced age-related macular degeneration in persons 
with early age-related macular degeneration and/or by reducing the risk of vision 
loss associated with the development of cataracts in accordance with the present 
invention consists of providing a human or other animal a daily dosage of not 
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less than approximately 450 mg vitamin C, approximately 400 IU vitamin E, 
approximately 17.2 mg beta-carotene, approximately 68 mg zinc and 
approximately 1 .6 mg copper. Preferably the daily dosage is provided in the form 
of two tablets taken twice daily or alternatively in the form of one tablet taken 
twice daily. 

[0045] A method of manufacturing the nutritional or dietary supplement 
composition of the present invention, which is safe and effective in the 
prevention, stabilization, reversal and/or treatment of macular degeneration or 
visual acuity loss by reducing the risk of developing late stage or advanced age- 
related macular degeneration in persons with early age-related macular 
degeneration and/or by reducing the risk of vision loss associated with the 
development of cataracts, includes providing the essential ingredients in 
accordance with the formulation noted above. The essential ingredients of the 
subject composition, as well as any desired inactive ingredients and/or additive 
ingredients are combined by weight as described above and mechanically 
combined, such as for example, through the use of a blender to form a blend. If 
necessary, the blend is then tumbled until uniform. The blend is then 
compressed using a tablet press to form tablets. Optionally a coating may be 
sprayed on the tablets and the tablets tumbled until dry. Alternatively, the blend 
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may be placed in mineral oil to form a slurry for containment in a soft gel capsule, 
the blend may be placed in a gelatin capsule or the blend may be placed in other 
dosage forms known to those skilled in the art. 

[0046] While there is described herein certain specific embodiments of the 
present invention, it will be manifest to those skilled in the art that various 
modifications may be made without departing from the spirit and scope of the 
underlying inventive concept and that the same is not limited to the particular 
forms herein described except insofar as indicated by the scope of the appended 
claims. 
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